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DETAILED ACTION 

Response to Arguments 

Applicant's arguments, see REMARKS, filed 1 1/08/2007, with respect to the rejection(s) 
of claim(s) 1 and 14 under 35 U.S.C. 102(b) have been fully considered and are persuasive. 
Therefore, the rejection has been withdrawn. However, upon further consideration, a new 
ground(s) of rejection is made in view of newly found prior art reference(s). 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-23 and 30-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
White et al. (U.S. 4,436,684) in view of Janas et al. (U.S. 2001/0016353 Al). 

White teaches a set of three dimensional coordinates defining a three dimensional 
representation of the selected internal structure is generated from the obtained representations 
and is employed to direct a sculpting tool to form a corporeal model of the selected structure. A 
model is formed from a work piece of suitable material by operating the machine-controlled 
sculpting tool device to control the trajectory of its cutting sculpting tool relative to the work 
piece in accordance with the coordinate data derived from the absorption coefficient 
representations of the structure obtained by the computerized x-ray tomographic device. 
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White discloses a method and the system where cutting plan is formulated from a 
computer based model; cut the bone manually or automated device; imaging step comprises 
scanning by computed tomography; or MRI, (See Fig. 1-5B). 

As indicated by applicants REMARKS, White et al. do not specifically teach the imaging 
of donor bone as entered as a limitation to the claim language. 

Janas et al. teach a process comprising: imaging a donor bone using scanning (par. 0041) 
and wherein following the imaging process, parameters are evaluated to assess the suitability of 
the bone for implantation. Within the broadest reasonable interpretation of the claim language, 
Janas et al. is applicable as prior art since there is no indication that imaging is done prior to 
implanting of the bone. However such a modification would have been obvious to one of 
ordinary skill in the art at the time of invention in order to eliminate the need for removing the 
bone after imaging as indicated by Janas et al., if the implant is not suited. 

Regarding claims 2-13, it is inherit that a bone must be oriented in space before any 
action can take place onto said bone. Also, White discloses a method and the system where 
cutting plan is formulated from a computer based model; cut the bone manually or automated 
device; imaging step comprises scanning by computed tomography; or MRI, (See Fig. 1-5B). 

Regarding claims 14, 30 and 31, and indicated before, in mathematics, extrapolation is 
the process of constructing new data points outside a discrete set of known data points and 
morphometries (from the Greek: "morph," meaning shape or form, and "metron", meaning 
measurement) comprises methods of extracting measurements from shapes. 

A model is formed from a workpiece of suitable material by operating the machine- 
controlled sculpting tool device to control the trajectory of its cutting sculpting tool relative to 
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the workpiece in accordance with the coordinate data derived from the absorption coefficient 
representations of the structure obtained by the computerized x-ray tomographic device. 

Claims 24-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Uchiyamalet al. (NPL - "A Morphometric Comparison of Trabecular Structure of Human Ilium 
Between Microcomputed Tomography and Conventional Histomorphometry") in view of Janas 
et al. (U.S. 2001/0016353 Al). 

Uchiyama discloses: Recently, an imaging technique using microcomputed tomography 
(micro- CT) has emerged as a method for nondestructively assessing the microarchitecture of 
unprocessed surgical bone biopsy specimens. Using micro-CT, two-dimensional (2D) axial 
images were obtained from undecalcified transiliac bone biopsies which were taken from 15 
patients with various metabolic bone diseases. Total area, bone area, and bone perimeter were 
determined, from which the bone volume (BV/TV), trabecular thickness (Tb.Th), trabecular 
number (Tb.N), and trabecular separation (Tb.Sp) were calculated semiautomatically and 
instantaneously. To evaluate the validity of this technique as a useful tool, the results were 
compared with those obtained from conventional histomorphometry. There were significant 
correlations between the two techniques for all parameters, with correlation coefficients ranging 
from 0.759 (Tb.N, P 0.005) to 0.949 (BV/TV, P 0.0001). Different resolutions seem to lead to 
major differences in perimeter values measured by the two methods. These factors may explain 
why the correlation coefficients of Tb.N and Tb.Th estimated from the perimeter and area is 
lower than that of BV/TV. Our results show that the micro-CT based on 2D images is a useful 
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tool for imaging and nondestructively quantifying the microarchitecture of trabecular bone in 
unprocessed surgical bone specimens. 

Janas et al. teach a process comprising: imaging a donor bone using scanning (par. 0041) 
and wherein following the imaging process, parameters are evaluated to assess the suitability of 
the bone for implantation. Within the broadest reasonable interpretation of the claim language, 
Janas et al. is applicable as prior art since there is no indication that imaging is done prior to 
implanting of the bone. However such a modification would have been obvious to one of 
ordinary skill in the art at the time of invention in order to eliminate the need for removing the 
bone after imaging as indicated by Janas et al., if the implant is not suited. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NASIR SHAHRESTANI whose telephone number is (571)270- 
1031. The examiner can normally be reached on Mon.-Thurs: 7:30-5:00, 2nd Friday: 7:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 571-272-4956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/BRIAN CASLER/ 

Supervisory Patent Examiner, Art Unit 

3737 

/Nasir Shahrestani/ 
Examiner, Art Unit 3737 



